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section Cj> which refers to such drug could be made effective if 
such an application had been submitted. 
Cm) For purposes of this section, the term “patent” means a 

patent issued by the Patent and Trademark Office of the Depart- 
ment of Commerce. 

CERTIFICATION OF DRUGS CONTAINING INSULIN 

SEC. 506. l C3561 (a> The Secretary, pursuant to regulations 
promulgated by him, shall provide for the certification of batches 
of dru s composed wholly or partly of insulin. A batch of any such 
drug s a all be certified if such drug has such characteristics of iden- 
tity and such batch has such characteristics of strength, quality, 
and purity, as the Secretary prescribes in such regulations as nec- 
essary to adequately insure safety and efficacy of use, but shall not 
otherwise be certified. Prior to the effective date of such regulations 
the Secretary, in lieu of certification, shall issue a release for any 
batch which, in his judgment, may be released without risk as to 
the safety and efficacy of its use. Such release shall prescribe the 
date of its expiration and other conditions under which it shall 
cease to be effective as to such batch and as to portions thereof. 

(b) Regulations providing for such certification shall contain 
such provisions as are necessary to carry out the purposes of this 
section, including provisions prescribing (1) standards of identity 
and of strength, quality, and purity; (2) tests and methods of assay 
to determine compliance with such standards; (3) effective periods 
for certificates, and other conditions under which they shall cease 
to be effective as to certified batches and as to portions thereof; (4) 
administration and procedure; and (5) such fees, specified in such 
regulations, as are necessary to provide, equip, and maintain an 
adequate certification service. Such regulations shall rescribe no 
standard of identity or of strength, quality, or purity or any drug P 
different from the standard of identity, strength, quality, or purity 
set forth for such drug in an official compendium. 

Cc) Such regulations, insofar as they prescribe tests or methods 
of assay to determine strength, quality, or purity of any drug, dif- 
ferent from the tests or methods of assay set forth for such drug 
in an official compendium, shall be prescribed, &er notice and op- 
portunity for revision of such compendium, in the manner provided 
in the second sentence of section 501(b). The provisions of sub- 
sections (e>, <fI, and (g) of section 701 shall be applicable to such 
portion of any regulation as prescribes any such different test or 
method, but shall not be applicable to any other portion of any 
such regulation. 

CERTIFICATION OF ANTIBIOTICS 

SEC. 507. l C3571 (a> The Secretary, pursuant to regulations 
promulgated by him, shall provide for the certification of batches 
of drugs (except drugs for use in animals other than man) com- 
posed wholly or partly of any kind of penicillin, streptomycin, 
chlortetracycline, chloramphenicol, bacitracin, or any other anti- 
biotic drug, or any derivative thereof. A batch of any such drug 

1 See the Revolving Fund prow&n in the Appendix on p. 477. 
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shall be certified if such drug has such characteristics of identity 
and such batch has such characteristics of strength, quality, and 
purity, as the Secretary prescribes in such regulations as necessary 
to adequately insure safety and efficacy of use, but shall not other- 
wise be certified. Prior to the effective date of such re 

P 
lations the 

Secretary, in lieu of certification, shall issue a release or any batch 
which, in his judgment, may be released without risk as to the 
safety and efficacy of its use. Such release shall prescribe the date 
of its expiration and other conditions under which it shall cease to 
be effective as to such batch and as to portions thereof. For pur- 
poses of this section and of section 502(l), the term “antibiotic drug’ 
means any drug intended for use by man containing any quantity 
of any chemical substance which is produced by a micro-organism 
and which has the capacity to inhibit or destroy micro-organisms 
in dilute solution (including the chemically synthesized equivalent 
of any such substance). 

(b) Regulations providing for such certifications shall contain 
such provisions as are necessary to carry out the purposes - - 
section, including provisions prescribing (1) standards of 
and of strength, quality, and purity; (2) tests and methods 
to determine compliance with such standards; (3) effective 
for certificates, and other conditions under which they shall cease 
to be effective as to certified batches and as to portions thereof; (4) 
administration and procedure; and (5) such fees, specified in such 
regulations, as are necessary to provide, equip, and maintain an 
adequate certification service. Such regulations shall prescribe only 
such tests and methods of assay as will provide for certification or 
rejection within the shortest time consistent with the purposes of 

(c) Whenever in the judgment of the Administratorl, the re- 
quirements of this section and of section 502(l) with respect to any 
drug or class of drugs are not necessary to insure safety and effi- 
cacy of use, the Administrator 1 shall promulgate regulations ex- 
empting such drug or class of drugs from such requirements. In de- 
ciding whether an antibiotic drug, or class of antibiotic drugs, is to 
be exempted from the requirement of certification the Secretary 
shall give consideration, among other relevant factors, to- 

(1) whether such drug or class of drugs is manufactured by 
a person who has, or hereafter shall have, produced fifty con- 
secutive batches of such drug or class of drugs in compliance 
with the regulations for the certification thereof within a pe- 
riod of not more than eighteen calendar months, upon the ap- 
plication by such person to the Secretary; or 

(2) whether such drug or class of drugs is manufactured by 
any person who has otherwise demonstrated such consistency 
in the production of such drug or class of drugs, in compliance 
with the regulations for the certification thereof, as in the 
judgment of the Secretary is adequate to insure the safety and 
efficacy of use thereof. 

When an antibiotic drug or a drug manufacturer has been exempt- 
ed from the requirement of certification, the manufacturer may still 
obtain certification of a batch or batches of that drug if he applies 
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for and meets the requirements for certi!dcation. Nothing in this 
Act shall be deemed to prevent a manufacturer or distributor of an 
antibiotic drug from making a truthful statement in labelin 
vertising of the product as to whether it has been certifie if 

or ad- 
or ex- 

empted from the requirement of certification. 
(d) The Administrator l shall promulgate regulations exempt- 

ing from any requirement of this section and of section 502(l), (1) 
drugs which are to be stored, processed, labeled, or repacked at es- 
tablishments other than those where manufactured, on condition 
that such drugs comply with all such requirements upon removal 
from such establishments; (2) drugs which conform to applicable 
standards of identity, strength, quality, and purity prescribed by 
these regulations and are intended for use in manufacturing other 
drugs; and (3) dru 
use by experts qua ified by scientific trainin ? 

s which are intended solely for investigational 

vestigate the safety and efficacy of drugs. fi 
and experience to in- 

within the discretion of the Secretary, 
uch regulations may, 

amon 
lating to the protection of the public healt a 

other conditions re- 
, 

tioning the exemption under clause (3) upon- 
provide for condi- 

(1) the submission to the Secretary, before any clinical 
testing of a new drug is undertaken, of reports, by the manu- 
facturer or the sponsor of the investigation of such drug, of 
preclinical tests (including tests on animals) of such drug ade- 
quate to justify the proposed clinical testin ; 

(2) the manufacturer or the sponsor o B the investigation of 
a new drug proposed to be distributed to investigators for clini- 
cal testing obtaining a signed agreement from each of such in- 
vestigators that patients to whom the drug is administered will 
be under his personal supervision, or under the supervision of 
investigators responsible to him, and that he will not supply 
such drug to any other investigator, or to clinics, for adminis- 
tration to human beings; and 

(3) the establishment and maintenance of such records, 
and the making of such reports to the Secretary, by the manu- 
facturer or the sponsor of the investigation of such drug, of 
data (including but not limited to analytical reports by inves- 
tigators) obtained as the result of such investigational use of 
such drug, as the Secretary finds will enable him to evaluate 
the safety and effectiveness of such drug in the event of the fil- 
ing of an application for certification or release pursuant to 
subsection (a). 

Such regulations shall provide that such exemption shall be condi- 
tioned upon the manufacturer, or the sponsor of the investigation, 
requiring that experts using such drugs for investigational pur- 
poses certify to such manufacturer or sponsor that they will inform 
any human beings to whom such drugs, or any controls used in 
connection therewith, are being administered, or their representa- 
tives, that such drugs are being used for investigational purposes 
and will obtain the consent of such human beings or their rep- 
resentatives, except where they deem it not feasible or, in their 
professional judgment, contrary to the best interests of such human 
beings. Nothing in thrs subsection shall be construed to require any 

1 Probably should be “Secretary”. 
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clinical investigator to submit directly to the Secretary reports on 
the investigational use of drugs. 

(e) No drug which is subject to this section shall be deemed to 
be subject to any provision of section 505 except a new drug ex- 
empted from the requirements of this section and of section 502(l) 
pursuant to regulations promulgated by the Secretary. For pur- 
poses of section 505, the initial request for certification, as there- 
after duly amended, pursuant to this section, of a new drug so ex- 
empted shall be considered a part of the application filed pursuant 
to section 505(b) with respect to the person filing such request and 
to such drug as of the date of the exemption. Compliance of any 
drug subject to section 502(l) or this section with section 501(b) and 
502(g) shall be determined by the application of the standards of 
strength, quality, and purity, the tests and methods of assay, and 
the requirements of packaging, and labeling, respectively, pre- 
scribed by regulations promulgated under this section. 

Q Any interested person may file with the Administrator 1 a 
petition proposing the issuance, amendment! or re eal of any regu- 
lation contemplated by this section. The petition s ii all set forth the 
proposal in general terms and shall state reasonable grounds there- 
for. The Administrator 1 shall give public notice of the proposal and 
an opportunity for all interested persons to present their views 
thereon, orally or in writing, and as soon as practicable thereafter 
shall make public his action upon such proposal. At any time prior 
to the thirtieth day after such action is made public any interested 
person may file objections to such action, specifying with articu- 
larity the changes desired, stating reasonable grounds t erefor, K 
and requesting a public hearing upon such objections. The Admin- 
istrator 1 shall thereupon, after due notice, hold such public hear- 
ing. As soon as practicable after completion of the hearing, the Ad- 
ministrator 1 shall by order make public his action on such objec- 
tions. The Administrator 1 shall base his order only on substantial 
evidence of record at the hearing and shall set forth as part of the 
order detailed findings of fact on which the order is based. The 
order shall be subject to the provision of section 701 (0 and (g>. 

(g)(l) Everv Derson engaged in manufacturing;, compounding, 
or processing a&$ drug within the purview of thissection with r& 
spect to which a certificate or release has been issued pursuant to 
this section shall establish and maintain such records. and make 
such reports to the Secretary, of data relating to clinical experience 
and other data or information, received or otherwise obtained by 
such person with respect to such drug, as the Secretary may by 
general regulation, or by order with respect to such certification or 
release, prescribe on the basis of a finding that such records and 
reports are necessary in order to enable the Secretary to make, or 
to facilitate, a determination as to whether such certification or re- 
lease should be rescinded or whether any regulation issued under 
this section should be amended or repealed. Regulations and orders 
issued under this subsection and under clause (3) of subsection (d) 
shall have due regard for the professional ethics of the medical pro- E . .11 . ‘ I F 1. 1 1 1 -11 ~~ e-3 1 ~~ LT- Iession arm tne mterests 01 panems ana snau provlae, wnere r;ne 
Secretary deems it to be appropriate, for the examination, upon re- 

1 Probably should be “Secret.ary”. 
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quest, by the ersons to whom such regulations or orders are appli- 
cable, of simi ar information received or otherwise obtained by the P 
Secretary. 

(2) Every person required under this section to maintain 
records, and every person having charge or custody thereof, shall, 
upon request of an officer or employee designated by the Secretary, 
permit such officer or em loyee at all reasonable times to have ac- 
cess to and copy and veri & such records. 

&I> In the case of a drug for which, on the day immediately 
preceding the effective date of this subsection l, a prior approval of 
an application under section 505 had not been withdrawn under 
section 505(e), the initial issuance of regulations providing for cer- 
tification or exemption of such drug under this section shall, with 
respect to the conditions of use prescribed, recommended, or sug- 
gested in the labeling covered by such application, not be condi- 
tioned upon an affirmative finding of the efficacy of such drug. Any 
subsequent amendment or repeal of such regulations so as no 
longer to provide for such certification or exemption on the ground 
of a lack of efficacy of such drug for use under such conditions of 
use may be effected only on or after that effective date of clause 
(3) of the first sentence of section 505(e) which would be applicable 
to such drug under such conditions of use if such drug were subject 
to section 505(e), and then only if (1) such amendment or repeal 
is made in accordance with the procedure specified in subsection (f) 
of this section (except that such amendment or repeal may be initi- 
ated either by a proposal of the Secretary or by a petition of any 
interested person) and (2) the Secretary finds, on the basis of new 
information with respect to such drug evaluated together with the 
information before him when the application under section 505 be- 
came effective or was approved, that there is a lack of substantial 
evidence (as defined in section 505(d)) that the drug has the effect 
it purports or is represented to have under such conditions of use. 

AUTHORITY TO DESIGNATE OFFICIAL NAMES 

SEC. 508. C3581 (a) The Secretary may designate an official 
name for any drug or device if he determines that such action is 
necessary or desirable in the interest of usefulness and simplicity. 
Any official name designated under this section for any drug or de- 
vice shall be the only official name of that drug or device used in 
any offic,ql compendium published after such name has been pre- 
scribed or for any other u 
shall the Secretary esta r-fk lis 

ose of this Act. In no event, however, 

valid trademark. 
an official name so as to infringe a 

(b) Within a reasonable time after the effective date of this sec- 
tion, and at such other times as he may deem necessary, the Sec- 
retary shall cause a review to be made of the official names by 
which drugs are identified in the official United States Pharma- 
copeia, the official Homeopathic Pharmacopeia of the United 
States, and the official National Formulary, and all su 
thereto, and at such times as he may deem necessary s 

plements 
g all cause 

a review to be made of the official names by which devices are 
identified in any official compendium (and all supplements thereto) 

‘Probably should strike out “the effective date of this subsection” and insert “May 1. 1963” 
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